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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, tiowever, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above Is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, tiy statute, cause the application to become ABANDONED (35 U.S.G. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent tenn adjustment. See 37 CFR 1 .704(b). 

Status 

1 )E] Responsive to communication(s) filed on 03 May 2004 . 
2a)\Z\ This action is FINAL. 2b)K This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1-28 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) [EI Claim(s) 1-7 and 9-13 is/are allowed. 

6) |E1 Claim(s) 8,14.15.18,20,26 and 27 is/are rejected. 

7) 13 Claim(s) 16,17,19,21-25 and 28 is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on Is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) Including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 


Attachment(s) 

1) lEI Notice of References Cited (PTO-892) 

2) CH Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) ^ Infomnation Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . 


4) n Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) □ Notice of Infomial Patent Application (PTO-152) 

6) □ Other: . 
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DETAILED ACTION 

Claim Rejections - 35 use § 112 
1 . Tke following is a quotation second paragrapk of 35 U.S.C. 112: 

Tke specification skall conclude wilk one or more claims particiJarly pointing out anJ distinctly 
claiming tke sukject matter wkick tke applicant regards as kis invention. 

2- Claims 8 & 18 recite tke limitation "tke flux". Tkere is insufficient antecedent 
kasis for tkis limitation in tke claims. 

claim Rejections - 3S uses 102 

1. Tke following is a quotation of tke appropriate paragrapks of 35 U.S.C. 102 tkat 
form tke kasis for tke rejections under tkis section made in tkis Office action: 

A person skall ke entitled to a patent unless — 

tke invention was patented or descriked in a printed puklication in tkis or a foreign country or in puklic 
use or on sale in tkis country; more tkan one year prior to tke date of application for patent in tke United 
States, 

2. Claims 20, 26 & 27 are rejected under 35 U.S.C. 102(L) as teing anticipated Ly 
USP 5,302,520 to Goux (G oux). 

Goux teackes a metkod of enzymatic syntkesis of isotopically lakeled 
carkokydrates and sugars. Lakeled citric acid cycle (Kreks cycle) intermediates may ke 
rapidly and conveniently syntkesized from lakeled pyruvate; lactate or alanine. See 
akstract. Tke lakeling is done witk isotopic ^^C and is measured via nuclear magnetic 
resonance. See Example 7. Wkile not expressly disclosed in Goux, tke determination of 
tke rate of gluconeogenesis is inkerent kecause tke rate of production of tke intermediates 
can ke used as an estimate. 
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Claim Rejections - 35 USC § 103 

3. Tke following is a quotation of 35 U.S.C. 103(a) wkick forms tke kasis 
okviousness rejections set fortk in tkis Office action: 

(a) A patent may not he ottaineJ tkough tke invention is not identically disclosed or described as set 
fortk in section 102 of tkis title, if tke differences ketween tke sukject matter sougkt to te patented and 
tke prior art are suck tkat tke sukject matter as a wkole would kave teen okvious at tke time tke 
invention was made to a person kaving ordinary skiQ in tke art to wkick said sukject matter pertains. 
Patentakility skall not ke negatived ty tke manner in wkick tke invention was made. 

4. Tke factual inquiries set fortk in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), tkat are appked for estakksking a kackground for determining 
okviousness under 35 U.S.C. 103(a) are summarised as follows: 

1. Determining tke scope and contents of tke prior art. 

2. Ascertaining tke differences ketween tke prior art an claims at issue. 

3. Resolving tke level of ordinary ski 11 in tke pertinent art. 

4. Considering okjective evidence present in tke application indicating 
okviousness or nonokviousness. 

5. Claims 14; 15 & 18 are rejected under 35 U.S.C. 103(a) as keing unpatentakle 
over '*Use of^H20 for Esiimaiing Rates 0/ Gluconeogenesis" ky Landau et ak (Landau) in 
view of USP 6,764,817 to Sckneider (Sckneider). 

Landau discloses using deuterium to measure tke rate of gluconeogenesis. Landau 
utilizes mass spectrometry to make tke determination. 

Sckneider teackes tke functional equivalency of mass spectrometers, infrared 
spectrometers and nuclear magnetic resonance spectrometers for tke purpose of 
determining detecting lakeled metakolite concentration and flux. Tkus, given tke art- 
recongnized functional utility of tkese measuring means, it would kave keen okvious to 
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one kaving ordinary skill in tke art to modify Landau by using NMR in tke place of mass 
spectrometry witk tke expectation of ackieving suitakle results. 

Allowable Suhject Matter 

6. Claims 1-7 & 9-13 allowed. 

7. Claim 8 would ke allowakle if rewritten to overcome tke rejection (s) under 35 
U.S.C. 112, 2nd paragrapk^ set fortk in tkis Office action and to include all of tke 
limitations of tke kase claim and any intervening claims. 

8. Claimsl6, 17, 19; 21-25 and 28 are okjected to as keing dependent upon a 
rejected kase claim, kut would ke allowakle if rewritten in independent form including all 
of tke limitations of tke kase claim and any intervening claims. 

9. Tke following is a statement of reasons for tke indication of allowakle sukject 
matter: . 

Conclusion 

10. Tke prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Any inquiry concerning tkis communication or earlier communications from tke 
examiner skould ke directed to Monique T. Cole wkose telepkone numker is 571-272- 
1255. Tke examiner can normally ke reacked on Monday- Tkursday from 6:30 A.M. to 
4:00 P.M. 
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If attempts to reack tke examiner ty telepkone are unsuccessful; tke examiner's 
supervisor, Jill Warden can Le reackeJ on 571-272-1267. Tke fax pkone numker for tke 
organisation wkere tkis appkcation or proceeding is assigned is 703-872-9306. 

Information regarding tke status of an appkcation may ke oktained from tke 
Patent Appkcation Information Retrieval (PAIR) system. Status information for 
pukksked applications may ke oktained from eitker Private PAIR or Puklic PAIR. 
Status information for unpuklisked applications is availakle tkrougk Private PAIR only. 
For more information akout tke PAIR system, see kttp://pair-direct. uspto.gov. Skould 
you kave questions on access to tke Private PAIR system; contact tke Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 

Monique T. Cole 
Examiner 
Art Unit 1743 

MC 


